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Status 

Responsive to communication(s) filed on 19 September 2003 . 
2a)D This action is FINAL. 2b)[EI This action is non-final. 

3)D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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5) D Claim(s) is/are allowed. 
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 

Election/Restrictions 

Applicant's election by phone without traverse of claims 1-13 & 20-23 in 
the reply filed on 9/19/03 is acknowledged. 

Restriction to one of the following inventions is required under 35 U.S.C. 

121: 

I. Claims 1-13 & 20-23, drawn to a method and apparatus, classified 
in class 607, subclass 137. 

II. Claims 14-19, drawn to process of making, classified in class 29, 
subclass 590. 

Inventions II and I are related as process of making and product made. 
The inventions are distinct if either or both of the following can be shown: (1 ) that 
the process as claimed can be used to make another and materially different 
product or (2) that the product as claimed can be made by another and materially 
different process (MPEP § 806.05(f)). In the instant case Group I is separate and 
distinct from in group II in that groups I does not require that the electrode 
contacts onto a substrate, the contacts can be integrally made within or on the 
substrate. 

Because these inventions are independent or distinct for the reasons 
given above and the inventions require a different field of search (see MPEP § 
808.02), restriction for examination purposes as indicated is proper. 
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During a telephone conversation with Mr. Bryant Gold on 6/22/06 a 
provisional election was made without traverse to prosecute the invention of 
Group I, claims 1-13 & 20-23. Affirmation of this election must be made by 
applicant in replying to this Office action. Claims 14-19 were withdrawn from 
further consideration by the examiner, 37 CFR 1.142(b), as being drawn to a 
non-elected invention. 

Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1.48(b) 
if one or more of the currently named inventors is no longer an inventor of at 
least one claim remaining in the application. Any amendment of inventorship 
must be accompanied by a request under 37 CFR 1.48(b) and by the fee 
required under 37 CFR 1.17(i). 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 

U.S.C. 1 02 that form the basis for the rejections under this section made in this 

Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

(e) the invention was described in (1) an application for patent, published under section 
122(b), by another filed in the United States before the invention by the applicant for patent or 
(2) a patent granted on an application for patent by another filed in the United States before 
the invention by the applicant for patent, except that an international application filed under 



Application/Control Number: 10/666,465 Page 4 

Art Unit: 3762 

the treaty defined in section 351(a) shall have the effects for purposes of this subsection of an 
application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 1 & 2 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Gibson et al. (US 20030171758 A1). 

In reference to claim 1, 2, the Gibson et al. patent teaches the use of an 
implantable lead for use with electrical stimulation (see abstract), the lead 
comprising an flexible carrier inherently possessing a proximal end, a distal end, 
a medial side and a lateral side, and a distal curved lead section that is capable 
of staying curved within the cochlea of the user and inherently possesses at least 
some memory (see pp. [0051]). The Gibson et al. publication also teaches an 
electrode array that possess has a plurality of electrode contacts embedded at 
the distal end of the lead (see pp. [0052]). The array of the Gibson et al. device 
would inherently possess a means for transferring energy embedded within the 
carrier (either conductor wires or a functional equivalent of said conductor wires), 
making contact with the electrodes of the array to transfer energy from the 
electrodes to the cochlea. Gibson et al. teaches the insertion of a stylet to 
facilitate the introduction of the electrode carrier, thus the Gibson device must 
inherently possess a stylet insertion channel in the carrier (see pp. [0015, pp. 
[0016], & pp. [0055]). 

Claims 1-5, 8, & 9 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Kuzma (US 61 19044 A). 
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In reference to claim 1, the Kuzma patent teaches the use of an 
implantable lead for use with electrical stimulation (see column 8, lead lines 32- 
35), the lead comprising an flexible carrier inherently possessing a proximal end, 
a distal end, a medial side and a lateral side, and a distal curved lead section that 
is capable of staying curved within the cochlea of the user and inherently 
possesses at least some memory (see fig. 1 & column 4, lead lines 2-6). The 
Kuzma device also possesses a plurality of electrode contacts embedded at the 
distal end of the lead, which electrode contacts comprise an electrode array see 
(fig. 1 & abstract) and a plurality of conductor wires embedded in the carrier, 
each conductor wire connected to at least one electrode contact (see column 4, 
lead lines 53-55). Kuzma teaches a longitudinal stylet insertion channel in the 
carrier extending into at least a pad of the distal, pre-curved lead section (see fig. 
4 & abstract). 

In reference to claim 2, the Kuzma patent teaches a lead of wherein the 
electrode contacts and connected conductor wires are pre-bent to a desired pre- 
curvature before the flexible carrier is molded over the electrode contacts and 
conductor wires (see column 4, lead lines 33-44). 

In reference to claim 3, the Kuzma patent teaches a lead wherein the 
distal, pre-curved lead section is dimensionally pre-curved to conform to about 
one spiral turn in a human cochlear duct (see fig. 16 & abstract), and wherein the 
distal, pre-curved lead section must inherently possesses a curvature, taper and 
size to provide medial contact with the cochlear duct (see fig. 16). 
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In reference to claim 4, The Kuzma patent teaches a lead wherein the 
lead has a distal part that is substantially hooked shaped and has a spiral 
curvature dimensioned to conform to a human cochlear duct and also to provide 
lateral contact with this cochlear duct (see fig. 15). Kuzma also teaches a lead 
inherently possessing a distal, pre-curved lead section that is inherently 
dimensionally tapered and sized so that the electrode array can be implanted to 
exceed about 1 turn inside the cochlear duct (see fig. 16). 

In reference to claim 5, the Kuzma patent teaches a lead wherein the 
distal lead is inherently dimensionally tapered and sized so that the lead can be 
implanted no greater than about 2 turns inside the cochlear duct as a result of the 
shape and dimensions of the cochlear duct, and the portion of the duct being 
used for insertion is the scala tympani (column 4, lead lines 23-28). 

In reference to claim 7, the 

In reference to claims 8 &9, the Kuzma patent teaches a device used in 
conjunction with a lead further comprising an overmolding that caps the stylet 
channel, and possessing an opening that can be described as a slit to allow for 
the insertion of stylet (see fig. 14, & column 7, lead lines 1-5). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 102 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
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said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

This application currently names joint inventors. In considering 
patentability of the claims under 35 U.S.C. 103(a), the examiner presumes that 
the subject matter of the various claims was commonly owned at the time any 
inventions covered therein were made absent any evidence to the contrary. 
Applicant is advised of the obligation under 37 CFR 1 .56 to point out the inventor 
and invention dates of each claim that was not commonly owned at the time a 
later invention was made in order for the examiner to consider the applicability of 
35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 
U.S.C. 103(a). 

Claims 6, 7, 12, 13, 20 & 21 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Kuzma (US 61 19044 A). 

In reference to claim 6, the Kuzma patent teaches a device possessing a 
distal tip and an array of electrodes within said distal tip (see fig. 4). The Kuzma 
patent also teaches an implant that tapers toward the distal end and in turn is of 
a smaller thickness than the more proximal end of the distal portion. The Kuzma 
patent does not teach a super-flexible electrode-baring tip that does not include 
the stylet insertion channel. 

The Kuzma patent discloses the claimed invention except a super-flexible 
electrode-baring tip that does not include the stylet insertion channel. It would 
have been obvious to one of ordinary skill in the art at the time the invention was 
made to modify the carrier as taught by the Kuzma patent with the a super- 
flexible electrode-baring tip that does not include the stylet insertion channel 
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since it was known in the art that the use of a super-flexible electrode-baring 
carrier tip can be used to minimize the amount of damage done to the cochlea 
during implantation. 

In reference to claim 7, the Kuzma patent teaches the use of conductor 
wires within the electrode carrier, the Worley et al patent however does not teach 
the conductor wires are zigzag. 

The Kuzma patent discloses the claimed invention except for the use of 
zigzag wires. It would have been obvious to one of ordinary skill in the art at the 
time the invention was made to modify the carrier as taught by the Kuzma patent 
with the zigzag conductor wires since it was known in the art that zigzag 
conductor wires can be used to hinder breakage of the conductor wires. 

In reference to claims 12 & 13, the Kuzma patent does teach the creation 
of a stylet insertion channel. The Kuzma patent does not teach the use of a 
material different from that of the lead, such as Teflon, to construct a stylet 
insertion channel. 

The Kuzma patent teaches the disclosed invention except for the use of a 
material different from that of the lead, such as Teflon, to construct a stylet 
insertion channel. It would have been obvious to one of ordinary skill in the art at 
the time the invention was made to modify the insertion channel as taught by the 
Kuzma patent with a material different from the lead itself since it was known in 
the art that the use of a material with a lower coefficient of friction within the 
insertion channel can be used to better facilitate the removal of the stylet after 
insertion. 
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In reference to claim 20 & 21, the Kuzma et al. teaches a method of 
implanting an implantable stimulation lead having an insertion stylet channel with 
a channel opening on the lead body (see abstract). Kuzma also teaches a 
method comprising implanting the lead using the stylet withdrawing the stylet 
from the lead (see claim 14). The Kuzma patent does not teach the capping the 
insertion stylet channel opening using what can be described as a "pin plug". 

The Kuzma patent teaches the disclosed invention except for the capping 
the insertion stylet channel opening using what can be described as a "pin plug". 
It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the lead body of the Kuzma device with a pin cap 
since it was known in the art that capping such an orifice of an implantable 
device is done to prevent the accumulation of infectious material within the body 
of the channel. 

Allowable Subject Matter 
Claims 10, 11 & 22 are objected to as being dependent upon a rejected 
base claim, but would be allowable if rewritten in independent form including all 
of the limitations of the base claim and any intervening claims. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. The Examiner chooses to site Byers et al (US 4819647 
A) because it is directed toward a cochlear implant device possess an electrode 
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array, conduction wires associated with each electrode of said array, as well as a 
lead that is inherently stiffer at its more proximal end and more flexible at its more 
distal end. 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Darin R. Roberts whose telephone number is 
(571) 272-5558. The examiner can normally be reached on 7:30am to 4:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Angela D. Sykes can be reached on (571) 272-4955. The 
fax phone number for the organization where this application or proceeding is 
assigned is 571-273-9900. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786- 
9199 (IN USA OR CANADA) or 571-272-1000. 
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Patent Examiner 
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